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INTRODUCTION:

Scimetrics Ltd Corporation has submitted an application for the registration of the proposed diphacinone
Technical. The registrant has submitted a CSF for basic formulation pril 19, 2013). The
proposed diphacinone is produced byﬂmr Scimetrics with nominal
concentration of 98.8% for the active ingredient. The proposed basic CSF is supported by the group A
and group B product chemistry data submitted under MRID Nos. 491020-01 to 491020-05 and the
product label. The registrant has claimed that the proposed product is substantially similar to the
registered product with Reg. No. 61282.1. TRB has been asked to evaluate and determine the

acceptability of the proposed basic CSF (dated 04-19-2013), the supporting product chemistry data and
substantial similarity to the cited product.

SUMMARY OF FINDINGS:
1. The findings for Group A guideline data were as follows:

830.1550 (product identity & composition): The registrant has submitted a CSF for basic formulation
(dated 04-19-2013). The product chemistry data corresponding to this guideline submitted on
the CSF satisfy the data requirements of 40CFR§158.320. The nominal concentration 98.8%
for Al concurs with the product label claim nominal concentration of 98.8% [MRID 491020-
01].

830.1600 (description of materials used to produce the product): The product chemistry data submitted
corresponding to this guideline satisfy the data requirements of 40CFR§ 158.325. The
registrant has submitted the MSDS's for all the starting materials used to produce the
Willowood Fomesafen technical [MRID No. 491020-01].

830.1620 (description of production process): The product chemistry data submitted corresponding to
this guideline satisfy the data requirements for 40CFR§158.330. The diphacinone technical

was produced by an integrated formulation system using chemical r j
The details of the production

process have been provided by the registrant [MRID No. 491020-01].

830.1670 (discussion on the formation of impurities): The product chemistry data submitted
corresponding to this guideline satisfy the data requirements for 40CFR§158.340. The
registrant has listed Illllimpurities with concentration of >0.1%. The registrant has provided
the mechanisms of the formation of the all impurities identified in the 5 batch analysis [MRID
No. 491020-01].

830.1700 (preliminary analysis): The product chemistry data submitted corresponding to this guideline
to support the claims on the CSF satisfy the data requirements of 40CFR§158.345. The five
lots of the test substance were analyzed to verify the concentration of diphacinone. The
concentration of the Al in five lots ranged from 98.7% to 99.0%. The percent by weight of the
impurity in diphacinone TGAI ranged from The five lots were analyzed by
validated analytical method (GL#82-66-6-9) which involved HPLC-UV (286 nm) technique to
identify & quantify the active ingredient & the impurities. The study was conducted by
Genesis Laboratories, Incorporation, Wellington, Co, USA [MRID No. 491020-02].

*Manufacturing process information may be entitled to confidential treatment*
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830.1750 (certified limits). The product chemistry data submitted corresponding to this guideline satisfy
the requirements of 40CFR§158.350. The proposed certified limits for the active ingredient
and for the impurities are based on the five batch analysis [MRID No. 491020-01].

830.1800 (enforcement analytical method): The product chemistry data submitted corresponding to this
guideline satisfy the requirements of 40CFR§158.355. The high performance liquid
chromatography (HPLC) method utilizing reverse phase separation and UV detection (286
nm) was employed to determine the concentration of the active ingredient. The method was
validated for linearity, reproducibility and recovery [MRID No. 491020-01].

2. The 830 series group B guideline data (physical-chemical properties) submitted satisfy the data
requirements of 40CFR§158.310(e) [MRID Nos. 491020-03, 491202-04 & 491020-05].

CONCLUSIONS:

The TRE has
(produced by

reviewed the product chemistry data submitted for proposed Diphacinone Technical
#to support the alternate CSF (dated 04-19-
2013) and has concluded that:

1, The product chemistry data submitted for guideline 830 Series group A and group B are acceptable.

2. The proposed CSF for basic formulation (dated 04-19-2013) is acceptable. The nominal concentration
of 98.8% concurs with the product label claim nominal concentration of 98.8%.

3. The proposed product with File Symbol No. 72500-EG was found to be substantially similar to the cited
product with Reg. No. 12455-25 from the product chemistry point of view.

4. Since the technical was found to be incompatible with oxidizing agents, the registrant is required to add
the following warning under Physical-Chemical Hazards on the product label:

‘Do not mix or allow coming in contact with oxidizing agent. Hazardous Chemical reaction may occur”

*Product ingredient source information may be entitled to confidential treatment*






DP BARCODE No.: 411573; FILE SYMBOL No.: 72500-EG; PRODUCT NAME: Diphacinone Technical:
DECISION No.: 477628; PC Code(s): 067701; ACTION CODE: R310; FOOD Use: Yes

Group A Data

Table 1. Manufacturing and Impurity Data Diphacinone Technical

GLN Requirement MRID Status Details and /or Deficiency

: 75 Submitted basic CSF (dated 04-19-13) with NC
830.1550 | Product Identity and composition | 491020-01 A of 98.8% for the Al

SR Description of materials used to o Submitted the MSDS's for all the starting

A materials used in the synthesis of diphacinone
produce the product technical at the new site
Produced by the|
Description of production ; e
830.1620 - A manufacturing process has been described in

DR detail. The quality assurance procedures

adopted in each step of the process have been
included.

Impurities discussed and identified, The
discussions on the mechanisms of the

A formation of all impurities listed on the CSF
have been provided. impurities have been
listed in the CSF.

8301670 piscu:s.fsion of formation of v i
impurities

The five batch analysis of the diphacinone
technical was conducted to determine the
contents of the active ingredient and the
491020-02 A impurities. The HPLC-UV (286 nm) method

was used the identification of the Al &
impurities. The analytical methods were
validated for linearity, accuracy, precision, LOQ
and LOD.

830.1700 | Preliminary analysis

830.1750 | Certified limits 491020-01 A The proposed limits for the Al and the
impurities are based on five batch analysis.

High performance liquid chromatography with
830.1800 | Enforcement analytical method UV detection (286 nm) was used for the
481020-01 A identification of the active ingredient. The
method was validated for linearity, precision
and accuracy.

A = Acceptable; N = Unacceptable (see Deficiency); N/A = Not Applicable; G = Data gap; | = In progress;
U = Up-grade (additional information required);

*Manufacturing process information may be entitled to confidential treatment*
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